This paper refers to the quality management process of the Laboratory of Clinical Bioethics (LCB) of the University of Padua (Italy), which has obtained the quality certification to ISO 9001:2008, as a Clinical Ethics Support Service. Its activities consist mainly in clinical ethics consultations and training services, addressed to those who are called to decisions with ethical implications in the clinical setting, proposing a structured approach to identify and analyze the ethical issues that may loom in the relationships between health professionals and patients, and participating in their solution. The expected benefits of the application of ISO 9001 were mainly the following: to formalize the procedure adopted for clinical ethics consultation and training, to obtain a controlled management of documents, information and data, to ensure and demonstrate the quality of the provided activities and to make methods and organization publicly available. The main results which have been achieved with the 'quality management project' are summarized as follows: the enunciation of LCB Mission and Quality Policy; the drafting of the procedure by which clinical ethics consultation is provided; the formalization of members' skills and the adoption of relevant process and outcome indicators. Our experience may be useful in promoting accountability for the quality of ethics consultation services. We consider the certification process as a tool for transparent and reliable management of one of the most critical tasks in the current context of healthcare, motivating similar facilities to undertake similar pathways, with the aim to provide quality control on their activities.
Introduction
In recent literature, increased attention is given to the creation of a standardized system designed to ensure adequate skills, abilities and experiences of professionals who can carry out clinical ethics consultation, considering the possible significant impact of this type of consultation on patient's health [1] [2] [3] [4] [5] . While ethics consultation cannot be viewed as an inherently 'clinical' activity, it certainly supports the decisions of health professionals in their daily practice. Quality and competence in the provision of consultation and education-related activities is a developing theme in the literature. In recent years, a growing number of pilot studies have been published, thus demonstrating that developing standards for quality improvement and measurement in clinical ethics consultation is challenging because poor quality ethics consultation can result in inappropriate outcomes for patients, other stakeholders or for the healthcare system [6] [7] [8] [9] .
In 2011, the American Society for Bioethics and Humanities (ASBH) updated the Report Core Competencies for Healthcare Ethics Consultation created in 1998 [10] , providing indications about the professional training of the clinical ethics consultant, in terms of qualifications, fundamental skills and essential knowledge.
International Standardization Organization (ISO) certification and healthcare accreditation of provider institutions are widely used as tools for improving or regulating quality and safety in healthcare and to improve clinical outcomes, since it may be expected to stimulate quality management at the level of care processes [11] .
Since January 2013, the main activity of the Laboratory of Clinical Bioethics (LCB) of the University of Padova (Italy) has been characterized by clinical ethics consultation and training services, addressed to professionals who are called to decisions with ethical implications in the clinical setting, proposing a structured approach to identify and analyze the ethical issues that may loom in the relationships between health professionals and patients, and participating in their solution.
Members of the LCB started a 'quality management process' with the aim to provide quality control on their activities, for consultation and training/education in the field of clinical ethics. The quality management system is consistent with international standard UNI EN ISO 9001:2008 [12] (following ISO 9001) and obtained in January 2014 third-party certification.
The aforementioned activities of clinical ethics support service and training were already carried out but LCB members felt the need to put them in a structured organization-through ISO 9001 certification-more coherent and able to control effectively all the activities provided, in order to ensure a competent and accurate support service, as suggested in recent literature debate [5, 8, 13, 14] .
The involvement in clinical cases where it is necessary to carry out competent, difficult and often irreversible decisions, has led to the development of a specific consultation procedure, generally promoted by a physician's request, with the purpose to focus on its responsibilities and on its duty to respect the values, the aspirations and the needs of the patients.
The consultation in LCB has always been performed on a teambased approach, according to the scheme of the preliminary clinical diagnosis of the patient/situation, the focus on the needs expressed by the patient who should be aware of its (his/her) clinical situation, the protection of the rights of the person and the commitment of the physician to realize it, according to the legal provisions, deontological indications and ethical values. The members of LCB can perform the ethics consultation through continuous debate, also due to different roles and responsibilities of the service's members that include varying levels of competency.
Thus, this clinical ethics support service was named 'Laboratory of Clinical Bioethics', considered as a facility of collection and reflection about requests for consultation and training, (i) closely related to the clinical applications of bioethics, (ii) personally made for autonomous choice of applicants and (iii) on which the preliminary assessment of the ethical issues and a shared planning of training were systematically promoted by the consultants themselves. This paper highlights how the adoption of a system of quality management in accordance with ISO 9001 supports LCB activities and, more generally, the advantages and limitations of its application to a facility providing clinical ethics consultation and training/ education.
Methodological reflections on CEES quality management
The concept of 'quality management' is an integral part of the healthcare professionals service, it is basic for the relationships between health professionals, patients and their families, it is important for the collaboration between professionals and it marks medical protocols [15, 16] . Nowadays, the adoption of quality management models in the medical field is a widespread reality in industrialized countries, and it is emerging even in developing countries [17] .
The benefits resulting from the adoption of a system of quality management in the medical field, in general, are numerous; it allows to manage the complexity of the referring context through the control of all involved processes, to identify the customer expectations and satisfaction, to plan activities defining procedures and responsibilities of each member of the staff, to document relevant information dealing with traceability and confidentiality about information and data, to aim at the continuous improvement of the system and of the results through a 'small steps' process [18] [19] [20] .
LCB members have chosen to implement the 'quality management project' consistent with ISO 9001 in order to obtain the thirdparty certification. This choice was motivated primarily by the desire of the members of LCB to adopt a carefully designed and shared methodology, as the result of literature revision and discussion among LCB members themselves on relevant ethics knowledge and concepts in ethics consultation. This knowledge, according to what is reported in the ASBH Core Competencies, include: knowledge of moral reasoning and ethical theory, an understanding of common bioethical issues and concepts, grasp of the clinical context, comprehension of relevant health law and professional codes and an awareness of the beliefs of local patients and staff population [10] .
The expected benefits of the application of ISO 9001 in the context of LCB were mainly the following: (i) to formalize the procedure adopted for clinical ethics consultation and training, (ii) to obtain a controlled management of documents, information and data, (iii) to ensure and demonstrate the quality of the activities provided by all members of LCB and (iv) to render their own methods and organization publicly available.
As requested by point (i), the members of LCB were committed to arrange a methodological approach to be adopted in the analysis and management of clinical cases and to be introduced in the field of training; this has resulted in the identification and selection of relevant literature and in a deeper reflection on the application of the principles of medical ethics and their mutual interactions [21] . The process of quality management has implied the choice of a specific methodology, in our case based on the protection of the patient's self-determination-directly expressed or reliably reconstructed through available sources-to be respected even if in conflict with any provisions of the law and when the options do not compromise the dignity or the life of others.
The certification process of LCB has requested the prior identification of the key strategic areas which were structured by the members according to the Report of the ASBH [10, 22] . In particular: (i) the indication in the procedures of the structure and the organization of LCB, the indication of the possible customers, of contact details, the components' roles and responsibilities and the response time for consultations; (ii) the scope of the performance of said services, with the definition of the relevance of the requests; (iii) the creation of procedures relating to clinical ethics consultation and training including the traceability of the activities through documentation and (iv) the procedure for the evaluation of the provided services and for the improvement of their quality, through periodical validation check, at least annually, of the chosen methodology for consultation and training.
The quality policy has been established, identifying the following criteria on which to base the provided activities: protection of privacy, multidisciplinary team work, non-imperativeness of consultation, willingness to cooperate in dealing with institutions, transparency and absence of conflicts of interest.
Furthermore, one of LCB's first achievements in relation to the adoption of the ISO 9001 standard applies to its identification of clients and analysis of their needs.
The ethical consultation is articulated in the following steps:
-reception and acceptance of the consultation request, in which the consultant that receives the request has the task and responsibility to collect general data relating to the case, to ascertain the pertinence of the case, to guarantee the fulfillment of the consultation personally or involving, without delay, other colleagues, and to fill in the form established by the procedure for this activity; -consultation: following the described methodological approach, the consultant evaluates the case and any other problematic issues arising from the interview with the applicant, and fills in the consultation file. The cases that the consultant will consider complex will be assessed through a team-based approach; -providing a motivated response by the consultant, through a written report; -filing of the case, according to privacy legislation, through the collection of the aforementioned files and forms, plus a form for the evaluation of the case completed during the periodic meetings by the members of LCB.
Given the complexity and sensitivity of the activities of consultation and training in the field of clinical ethics, the ISO 9001 standard has been applied in a form that suits the peculiar nature of the clinical ethics support service. The process of the 'quality management project' of LCB was carried out following the planning summarized in Fig. 1 : this has allowed the members to address gradually and effectively all the requirements of ISO 9001, implementing a quality system consistent with the nature of LCB and suitable for a controlled management of activities.
The processes identified by LCB members are shown schematically in Fig. 2 . These are delineated into key processes (management of clinical ethics methodology, management of consultation services and management of education services); responding to clients' requests and support processes (members' skills management and quality system management) that sustain the proper functioning of the key processes. This graphical representation is a significant result for LCB members because it highlighted the activities conducted in the Laboratory and was the starting point for their planning and control, through appropriate procedures and indicators.
The preparation of the quality management system has been based on the following requirements:
-definition and sharing of a common working methodology, based on experts consensus, as reported in the literature through surveys, comparative reviews and clinical trials [23] ; -updating and improving of LCB members' skills and abilities in the field of clinical ethics, enhancing their professionalism in the field, to be pursued by continuing education and interdisciplinary and systematic meetings (even with external experts) on specific clinical cases and/or on general bioethical topics; -establishment of common organizational rules, which support the management of activities, as indicated in the referring procedures.
Given the difficulties related to clinical ethics consultation, when in charge of a single consultant, LCB members have developed a system intended to monitor the methodological accuracy of the consultation, through a team-based approach. The reliability of the provided response to the applicant is ensured through weekly meetings among the members of the laboratory, which have been designed to discuss the response provided by each member to single clinical cases. When the complexity of the case needs a discussion among all members of LCB, the procedure allows the possibility to perform an urgent meeting before concluding the consultation. Regarding the activity of education and training provided by LCB members, there are similar guarantees of monitoring, through a shared system of planning, evaluation and final discussion of each event.
Results Table 1 summarizes the main results and benefits pertaining to LCB's quality management initiative.
The main results which have been achieved with the 'quality management project' are summarized as follows:
-the enunciation of LCB Mission and Quality Policy; -the drafting of the procedure for the ethics consultation; -the formalization of members' skills; -the adoption of relevant processes and outcome indicators.
These results have allowed members to obtain significant improvements in their activities, thanks to the introduction of effective monitoring systems and the adoption of internal and external audit processes.
The project was carried out in accordance with the established planning and has allowed members of LCB to achieve the expected benefits.
In particular, the enunciation of Mission and Quality Policy has been useful in explaining the shared concept of 'quality' given by the members of LCB and has been achieved through the explicit statement of LCB mission and quality policy.
The drafting of the methodology has been completed with the identification of all the processes and their interrelationships, and the preparation of technical documentation. This specific goal has permitted us to explain the methodological approach chosen by the members of LCB, inspired by the concept of the respect of patient's autonomy, to adopt common rules for the work organization and activity logging, and to define the critical elements that should be kept under control in order to ensure quality in clinical ethics consultation and education activities.
The formalization of skills has allowed LCB members to clarify the minimum requirements for clinical ethics consultation and bioethical education, enhancing the experiences and promoting the continuous and progressive skills development demonstrated by: the explicit definition of skills of all LCB members, the formalization of their training and retraining and the shared discussion of the clinical cases as a source of internal training. Furthermore, the discussion of clinical cases in the periodical meetings could be a useful tool, helping to improve not only the process of ethics consultation but also the measurement and assurance of quality.
Finally, the adoption of relevant processes and outcome indicators is perceived as a benefit for LCB activities, given that it permits to monitor clinical ethics consultation and bioethical education through objective and quantitative assessments, standardization of recording, identification, and storage methods.
The adoption of a quality management system in our daily practice has had an impact on two levels. Firstly, the overall management of the system has allowed to ensure the maintenance of improving skills between the members of LCB and to guarantee a correct and immediate data recovery and a functional storage for our purposes: this has allowed us to monitor the overall activities and go up easily in cases similar to the one of interest. On the other hand, the application of the quality system in each clinical case was more problematic, given the difficulty of standardizing the procedure compared with the unpredictability and the uniqueness of the individual cases.
It is worthwhile to compare these results with the main findings and discussion emerging in the literature regarding the adoption of quality management models in the medical field. As for other healthcare facilities, key elements of the quality system are staff expertize, shared expertize of working methods, and evaluation and continuous monitoring of processes [24, 25] . Other relevant factors have been identified, including planning and managing complex processes, reporting and solving incidence of non-conformity, and the determinant role of human factors in quality achievement regarding processes and outcomes. Chen and Cheng [26] promote the adoption of a process approach when developing, implementing and improving the effectiveness of a hospital service quality management system to enhance patients' satisfaction by meeting their requirements. Considering such requirement of ISO 9001, in the field of clinical ethics consultation, customer satisfaction is perceived in our experience as a problematic issue. First, it is difficult to identify the 'customers' in cases of ethics consultation: if we define 'customers' as the individuals who require the ethics consultation, uncertainty remains with regard to the object of their evaluation, as to whether it relates to the resolution of the case or to the methodology used to solve it. In the latter case, however, it is rare that the customer has the skills and the competencies to make a reliable judgment on the methodology which has been used. In summary, the aspect that has presented to us as most critical in adapting to a quality management system to the ethics consultation service concerns the customers' satisfaction. This relates to the maintenance of a balance between the ISO 9001 requirements and the extremely variable circumstances within LCB, where members operate on a comparative basis of interpersonal needs, believes, and personal aspiration. It is certainly an important aspect also in our experience, but it was a challenge not completely resolved, leading to continuous in-depth research in this field.
Conclusion
The main activity of the LCB has been characterized by clinical ethics consultation and training services, addressed to those who are called to decisions with ethical implications in the clinical setting, proposing a structured approach to identify and analyze the ethical issues that may loom in the relationships between health professionals and patients, and participating in their solution.
In our experience, identifying, defining and explicitly declaring, through procedures, shared criteria for clinical ethics consultation and education have enabled us to develop a quality-based approach consistent with ISO 9001 criteria. The LCB experience shows that the adoption of an international standard of quality assurance, originally designed for an industrial context that applies to the global market, may also be applied to a service providing consultation and training in the field of clinical ethics.
The quality assurance process for LCB activities showed that fulfillment of the required formal procedures promotes the sharing of methodologies and constitutes tools that serve to assure all customers that the provided services are based on explicit and transparent guiding principles, applied with methodological accuracy.
The initiative also highlights limitations in the adoption of the ISO 9001 standard in clinical ethics. Standardizing certain aspects, such as quality monitoring indicators, and developing a credible system to evaluate clients' satisfaction are persisting challenges.
The quality management system has led to standardization of the extremely variable circumstances faced by LCB, whose members operate by interpersonal comparison of needs, beliefs and personal aspirations.
The process of quality management has implied the choice of a specific methodology on clinical cases analysis, funded on a Explain the shared concept of 'quality' given by the members of LCB.
-Statement of its mission and quality policy.
-Explanation of the adopted methodology.
-Achieving ISO 9001 certification. Drafting of the methodology procedure -Explain the methodological approach chosen by the members of LCB, inspired by the concept of the respect of patient's autonomy. -Adopt common rules for the work organization and activity logging and define the critical elements that should be kept under control in order to ensure quality in clinical ethics consultation and education activities.
-Identification of processes and their interrelationships.
-Preparation of technical documentation.
Formalization of skills
Clarify the minimum requirements for the conduct of clinical ethics consultation and bioethical education, enhance the experiences and promote the continuous and progressive skills development of all the LCB members.
-Explicit definition of skills of all the LCB members. team-based approach and on the protection of the patient's selfdetermination-directly expressed or reliably reconstructed through available sources-to be respected even if in conflict with any provisions of the law and when the options do not compromise the dignity or the life of others. The experience of LCB may also be useful in promoting accountability for the quality of ethics consultation services, and considering the certification process as a tool for a transparent and reliable way to run one of the most critical tasks in the current context of healthcare, motivating other facilities operating in clinical ethics consultation and education to undertake similar pathways, with the aim to provide quality control on their activities.
